nnex 29

o the Procedure for expert evaluation of

egistration materials for medicinal products

iled for state registration (re-registration) as
well as for expert evaluation of materials on
amending registration materials during
Fegistration certificate validity term

(

Clause 4, Section ['V)
|

=

PRECLINICAL STUDY REPORT

1. Name of the medicinal product
(registration certificate number, if any):

Nazopass® 0,25 mg/ml nasal drops, solution

Nazopass® 0,5 mg/ml, nasal drops, solution

1) medicinal product type by which the i
registration was made or is anticipated
2) studies conducted No.

According to the requirements for hybrid
applications laid out in the “Ministry Of Health Of
Ukraine Order 26.08.2005 Ne 426, for hybrid
products, no results of own toxicological or
pharmacological studies or clinical trials are
required, hence none are provided. The remainder
sections of Annex 29 are not applicable for this
product.

2. Pharmacology:

4) pharmacodynamic interactions

. ; /
1) primary pharmacodynamics s
2) secondary pharmacodynamics e
= n/a
3) safety pharmacology
n/a

liijharmacokinctics:




= . |n/a
1) analytical methods and reports on their :
validation
; n/a
2) absorption
At e n/a
3) distribution
: /
4) metabolism s
W /
3) elimination o
S—— . n/a
6) pharmacokinetic interactions
(preclinical)
g , n/a
7) other pharmacokinetic studies
4. Toxicology:
" i n/a
1) single-dose toxicity
T n/a
2) repeated dose toxicity
o /a
3) genotoxicity: &
in vitro
. . 2 T
in vivo (including additional toxicokinetics
assessment)
’ 5y n/a
4) carcinogenicity:
- n/a
long-term studies
/
short-term studies &l
or medium duration studies
/
additional studies I
B cprninsis . n/a
5) reproductive toxicity and toxic effects
on offspring development:




impact on fertility and early embryonic
development

n/a

5. Preclinical study conclusions

o n/a
embryotoxicity
e n/a
prenatal and postnatal toxicity
. ; 2.5 n/a
studies under which the medicinal product
is administered to offspring (non-mature
animals) and/or evaluated for long-term
effects
n/a
6) local tolerance
-, - : n/a
7) additional toxicity studies:
e : ' n/a
antigenicity (antibody formation)
A " n/a
immunotoxicity
; : g n/a
mechanism of action studies
i n/a
drug dependability
. i n/a
metabolite toxicity
s : n/a
toxicity of admixtures
n/a
other
n/a

Applicant (registration
certificate holder)

r//{’ ,/ e
KA R 1

(signature) |

Jelena Lazova, pharm. spec
Head of Regulatory Affairs
ALKALOID AD Skopje

Konig B!

O



Jonarok 29

1o opsaky nposeaeHHs €KCIIePTHOT OLIIHKH
peecTpauifiHuX MaTepiasiB 1J1s TiKapehKUX
3aC00iB, 10J1aHUX JUIs JIepXKaBHOT peecTpauii
(nepepeecTpaltif), a TAKOXkK J1Jisl €KCIIEPTHOT
OLIHKH MaTepiajiB 1010 BHECEHHS 3MiH 10
peecTpauiiHuX MaTepiaiB MPOTAroM CTPOKy
Aii peecTpauiifHoro noceiqueHHs

(1. 4 poszniny IV)

3BIT ITPO JOKJITHIYHI JOCJI>KEHHS

1. Hasga nikapcbkoro 3acoby (Homep Hasonac / Nazopass®
peecTpauifHoro nocBiAYeHHs, KO Takuii|(0,25 Mr / M HaszabHi Kparuii, po3yuH
€): Hazonac / Nazopass®

0,5 Mr / Mu1 Ha3anbHI Kparii, po34uH

1) tnn nikapekkoro 3acoby, 3a sikim Oyno [[i0puauumit nikapeskuii 3aci6
3aificHeno abo nependavacTbes peecTparis

2) NpoBeeHI JOCIIiIKEHHS Hi.

Y BIUOBITHOCTI 10 BAUMOT /10 3aCTOCYBAHHS I'eHePHUHHUX
npenaparis, BuKki1aaenux y «Hakasi Minicrepcrpa
OXOPOHH 3/10poB’st Ykpainu Bix 26.08.2005 Ne 426, s
ribpHAHMX Mpenaparis kKOAHUX Pe3y IbTaTiB BIACHHX
TOKCHKOJIONYHUX 4K (hapMaKoJIOTiYHUX A0CTIPKEHb Y1
KJIHIYHUX JOCTIIKEHbh HE BUMAracThes, TOMY BOHM He
nependayeni. Pemra posainie Jonarky 29 He
3aCTOCOBYIOTELCH /10 1[bOTO MpEeriapary.

2. DapMakosioris:

1) nepeuHHa hapMakoarHaMika HE 3aCTOCOBYETHCS
2) BTOprHHA (hapmMakoMHaMiKa HE 3aCTOCOBYETLCS
3) dapmakosnoris 6esneku HE 3aCTOCOBYETLCS
4) dapmaxoguHaMiuni B3aeMo il HE 3aCTOCOBYETHCS
3. MapMaKOKiHETHKA:

1) anaiTHYHi METO/IH Ta 3BITH PO iX HE 3aCTOCOBYETHCSA
BaJIi1A11i10

2) abcopOuis HE 3aCTOCOBYEThCH
3) po3no/iin HE 3aCTOCOBYETHCS
4) metabo1izm He 3aCTOCOBYETLCH
S) eniMinanis HE 3aCTOCOBY€ThCS
6) GapmakoKiHeTHUHI B3aeMOniT HE 3aCTOCOBYEThCS
(JIOKMIHIYHI)

7) iHuti papMakOKiHETHUHI JOCHI/PKEHHS  |He 3aCTOCOBYEThCS

4. Toxcukonoris:




1) 0IHO030BA TOKCHUHICTE

HE 3aCTOCOBYETBCA

2) TOKCHYHICTB MPH MOBTOPHUX 033X

HE 34CTOCOBYETLCH

3) reHOTOKCHYHICTB: in Vitro

HE 3aCTOCOBYETHCA

in Vivo (BKJIOYaK0UH JI0JaTKOBY OIiHKY
TOKCUKOKIHETHKH)

HE 3aCTOCOBYETHCS

4) KaHIIEPOTreHHICTh:

HE 3aCTOCOBYETHCA

TPUBAJI JOCITIKECHHSA

HE 3aCTOCOBYETBCA

KOPOTKOTEPMIHOBI HOCIIiPKEHHS
abo JJOCIIIKEHHS cepeIHBOT TPHBAJIOCT]

HE 3aCTOCOBYETLCA

JIOJIATKOBI TOCITIIKEHHS

HE 3aCTOCOBYETBCA

5) penpoyKTHBHA TOKCHYHICTH Ta
TOKCUYHMH BIUIMB HA PO3BHTOK
IIOTOMCTBA:

HE 3aCTOCOBYEThHCA

BILJIMB Ha QepTUILHICTE Ta paHHii
eMOpIOHaIbHUH PO3BUTOK

HE 3aCTOCOBYETBCA

eMOpIOTOKCHYHICTB HE 3aCTOCOBYETHCS
npeHarajbHa Ta [0CTHATAIbHA HE 3aCTOCOBY€ThCS
TOKCHYHICTh

NOCIIIZKEHHSA, B PaMKaX SKHX JIKapChKHH
3aci® BBOAATH NOTOMCTBY (HE J03pijUM
TBapMHaMm) Ta/abo OLIHIOTH Ha
JOBIOTPUBAJI HACTIIKH

HE 3aCTOCOBY€EThCS

0) MiclieBa [1epeHOCUMICTh

HE 3aCTOCOBYETHCA

7) 10JIaTKOBI JOCTiIKEHHS TOKCUUHOCTI:

HE 3aCTOCOBYETECA

AHTHI'CHHICTh (YTBOPEHHS aHTHTIII)

HE 3aCTOCOBY€ThCA

IMYHOTOKCHYHICTh

HE 3aCTOCOBYETHLCH

JIOCIT1DKEHHS] MeXaHi3My JiiT

HE 3aCTOCOBYETLCH

3aJ1eXHICTh BiJl JIKapChKOro 3acofy

HE 3dCTOCOBY€ETBLCS

MeTaboIIuHa TOKCUYHICTE

HE 3aCTOCOBYETLCHA

TOKCHUUYHICTEL JOMILIOK

HE 3aCTOCOBYETbLCA

[HIIE

HE 34CTOCOBYETHCA

5. BHCHOBKHM OKIIIHIYHOTO JOCIIA7KEHHSs

HE 3aCTOCOBYEThHCS

3asBHUK (BJIACHUK
peecTpalliifHoro Mmocei[ueHHs,)

[Pe/ICTABHUK 3aBHHKA
(im's1, mo OaTBKOBI, Mpi3BHUILE)

1c)
acta M.B.




!AI'IHCX. 30
to the Procedure for expert evaluation of
registration materials for medicinal
Jproducts filed for state registration (re-
registration) as well as for expert evaluation|
of materials on amending registration
1matc:‘rials during registration certificate
validity term
%(C]ause 4, Section 1V)

CLINICAL TRIAL REPORT

1. Name of the medicinal product
(registration certificate number, if
any):

Nazopass® 0,25 mg/ml nasal drops, solution

Nazopass® 0,5 mg/ml, nasal drops, solution

2. Applicant

ALKALOID AD SKOPJE,

Blvd. Aleksandar Makedonski 12
1000 Skopje,

Republic of North Macedonia

3. Manufacturer

ALKALOID AD SKOPIE,

Blvd. Aleksandar Makedonski 12
1000 Skopje,

Republic of North Macedania

4. Studies conducted:

No.

According to the requirements for hybrid applications
laid out in the “Ministry Of Health Of Ukraine Order
26.08.2005 Ne 4267, a hybrid product is a medicinal
product where its bioequivalence cannot be
demonstrated through bioavailability studies. Hence,
bioavailability/bioequivalence studies are not
provided. The remainder sections of Annex 30 are
not applicable for this application.

5. Clinical trial full name, coded
clinical trial number

e . n/a
1) medicinal product type by which
the registration was made or is
anticipated
n/a




6. Clinical trial phase

n/a

7. Clinical trial time frame

from i to

8. Countries where the clinical trial
was conducted

9. Number of persons under study

planned: n/a
actual: n/a

o ; n/a
10. Clinical trial purpose and
secondary objectives
e ; : n/a
1 1. Clinical trial design
o ; e n/a
12, Main inclusion criteria
i n/a
[3. Medicinal product under study,
administration route, efficiency
. ) -~ n/a
14. Comparison medicinal product,
dosage, administration route,
efficiency
= ; n/a
| 5. Concomitant therapy
i Ry n/a
16. Efficacy assessment criteria
e oyt n/a
17. Salety assessment criteria
s n/a
18. Statistical methods
5 s n/a
19. Demographic indicators of
population under study (gender, age,
race, etc.)
. n/a
20, Efficacy results
) n/a
21. Safety results )
n/a

22. Conclusion (opinion)




Applicant (registration
certificate holder)

3 % ¥
/ (. 1 0‘ . G\*ﬁ

Zlatica Bojadzieska, M-r Pharm
Head of Clinical Unit,
Research and Development

ALKALOID AD Skopje

KGMniq BiPH/



Honatok 30

1o TTopsaaKy npoBeieHHs eKCIIePTHOT OLIHKK
peecTpaliiHuX MaTepianiB If TiKapChKux
3ac00iB, MOJAHUX [NIA ICPIKABHOT peecTpartil
(mepepeecTpallii), a TAKOK /1S EKCIEPTHOT
OLIIHKH MaTepiaiiB 10/10 BHECEHHS 3MiH /10
peecTpauifiHUX MaTepiaiB MpoTAIroM CTPOKY
Ai1 peecTpaliifHOro nocBiueHHs

(1. 4 pozainy 1V)

3BIT ITPO KJITHIYHI JOCIIKEHHS

1. Ha3ga nikapcekoro 3acofy (Homep
peecTpaliifHoro NoCkiueHH s, SKIIO TaK1ii

e):

Hasonac / Nazopass®

0,25 Mr / M1 HasanbHi Kparuli, po3unH
Hazonac / Nazopass®

0,5 Mr / MJ1 HazalibHi Kparuii, po34uH

2. 3asgBHUK AJIKAJIOIZT AJT Ckorr’e
byneeap Onexcanyipa Makenoncskoro, 12, Ckon’e, 1000,
Pecrny6unika [liBniuna Makenonis

3. BupoGHuk AJIKAJIOIIT AJT Ckor’e

byneeap Onexcanjipa Makenoncskoro, 12, Ckon’e, 1000,

Pecnyonika [liBniuna MakejoHis

4. IlpoBenieni qocaipKeHHs:

TaK Hi, Ao "Hi", o0rpyHTYyiiTe
Hi.

BianosinHo 10 BUMOr 10 ri6puHKX NiKapchbKUX 3aco6iB,
BUKIaAeHuX y “Hakasi MinicTepcTBa 0XOPOHH 310POB’ s
Ykpainn Bij1 26.08.2005 Ne 4267, ribpuHuii npenapar - ue
nikapebKuii 3aci6, 610eKBiBaEHTHICTD AKOIO HEMOKINBO
MPOJIEMOHCTPYBATH 32 I0IIOMOTOK JOC/IiIKEHb
Giogoctynnocti. OTske, JOCIIPKEHHS 6i00CTYHOCTI /
OloekBiBajeHTHOCTI He epebadeni. IHimi posaiau
Honatky 30 He 3acTOCOBYIOTBLCS JI0 L€l 3as8BKH.

1) Tumn nikapceKoro 3acody, 3a skum 6yi10
3aificHeHo abo nepegbadaeThes peecTpallis

HE 3aCTOCOBYETLCA

5. IloBHa Ha3Ba KJIHIYHOTO BUNPOOYBAHH,
KOJIOBaHHWH HOMEp KJIiHiUHOTO
BHIIPOOYBaHHs

HE 3aCTOCOBYETHCH

6. @asa KIiHIYHOTO BUMPOOYBaHHS

HE 3aCTOCOBYETLCH

7. Ilepioa npoBeeHHs KIHIYHOTO
BUTPOOYBaHHS

3 / no

8. Kpaiuu, ae nposojunocs KiiHiuHe
BUIPOOYBAHHS

HE 3aCTOCOBYETHCHA

9. KinbKicTh 10CiKY BAaHHX

3aIlJIAaHOBAHO: HE 3aCTOCOBYETLCH




[TOTOYHO: HE 3aCTOCOBYETLCA

10. MeTa Ta BTOpHMHHI 111 KJIiHIYHOIO
BUIPOOYBaHHS

HC 3aCTOCOBYEThCA

11. Jusaiin KaiHIYHOTO BUIIPOOYBaHHs

HE 3aCTOCOBYEThCAH

12. OcHOBHI KpHTEPiT BKIHOYEHHS

HE 3aCTOCOBYETLCH

13. JlocnikyBanuii tikapcekuii 3acio,
criocif 3acTocyBaHHs, CHIla /il

HE€ 3aCTOCOBYETLCA

14. [Ipenapar nopiBHSHHSL, 1038, CHOCIO
34CTOCYBAaHHS, cuiia il

HE 3aCTOCOBYETHCA

15. CynyTHs Teparis

HE 3aCTOCOBYETHCA

16. Kputepii owiHku edeKTHBHOCTI

HE 3aCTOCOBYETLCA

17. Kputepii ouinku Ge3neku

HE 3aCTOCOBYETHCSH

18. Craructrudi MeToau

HE 3aCTOCOBYEThLCA

19. JlemorpagiyHi noka3zHUKH
J0CJIKYBaHOT MONyJIsLil (CTaTh, BiK,
paca, TOI1LO)

HE 3aCTOCOBYEThLCS

20. Pesynbrati eeKTUBHOCTI

HE 3aCTOCOBYETHCA

21. PesyneraTn Oe3nekn

HE 3aCTOCOBYEThCS

22. BUCHOBOK (3aK/IH0YeHHS)

HE 3aCTOCOBYETBLCH

3agBHUK (BJIACHHUK peecTpariiiiHoro
IIOCBII4EHHs)

7
V/

itfiic)
Xgacta M.B.
[pe/ICTaBHUK 3asiBHUKA
(im's1, mo GaTHKOBI, Npi3BHUILE)



